The frequency of Lower Urinary Tract Symptoms (LUTS), as a result of Benign Prostatic Hyperplasia (BPH), increases with age and affect approximately 50% of men over age 50. LUTS may include frequent urination, urgent urination, nocturia, urinary stream hesitancy, straining to void, and dribbling. LUTS/ BPH have a significant impact on men's quality of life [1] .
a long history of use in India to support optimal prostate health. Varuna, khadir, and punarnava have been shown to be effective for BPH [6] . And in Africa, for instance, in the University of Ghanathe study indicated that ethanolic root extract of C. membranaceus is one of the few monoherbal products that remarkably reduces PSA levels, prostate volume and subsequently improves the QoL of patients with BPH [7] .
The German Research Activities on Natural Urological (GRANU) study was a randomized, partially blinded, placebocontrolled, parallel-group trial that investigated the efficacy of pumpkin seed in men with lower urinary tract symptoms suggestive of Benign Prostatic Hyperplasia (BPH/ LUTS) that concluded: Overall, in men with BPH, 12 months of treatment with pumpkin seed led to a clinically relevant reduction in IPSS compared with placebo [8] .
There have been some researches which provide evidence for the clinical application of acupuncture for BPH. For instance, a treatment course of 3 months acupuncture achieves the significant efficacy on BPH, which is better than the oral administration of Qianliekang (Rape Flower Pollen) tablets [9] . Another study has evaluated the effects of Electroacupuncture (EA) stating that it is effective in improving patient's quality of life in men with BPH [10] . However, a single-blinded Randomized Controlled Trial (RCT) of acupuncture for BPH found no changes of prostate special antigen and international prostatic symptom score were not significantly different between two groups, suggesting the clinical improvement was quite limited to the LUTS of patients with BPH [11] . Thus, we see that almost all noninvasive methods for BPH/ LUTS treatment are associated with taking oral medications or natural remedies.
Dr. Allen's research on the Origin of Diseases has helped him to identify the causal root of prostate enlargement, namely capillary expansion. This conclusion is based on 2 functional physiological properties of capillaries which are activated by an irritating factor, i.e., a trigger; indeed this peculiarity of capillaries explains the cause of chronic internal diseases. Constriction of capillaries in response to an irritating trigger develops local micro-hypothermia. It is this focus of hypothermia, which in turn becomes a constant irritant maintaining illness, i.e., making a disease chronic [12] .
In response to irritation (i.e., a trigger-initiator and later focus of hypothermia) and in order to eliminate them, the blood flow increases through the spontaneous expansion of the capillary net locally. The formation of new capillaries is essentially the growth of the excess tissue that leads to an increased pressure inside the organ and to the prostate growth. In order to terminate prostate growth and to reverse prostate enlargement, the improvement of blood circulation locally becomes the primary objective [13] .
Therefore, in order to deliver targeted treatment to the prostate gland, topically applied therapeutic device that provides Thermobalancing therapy has been used in the study involving 124 men with BPH and age over 55, with the PV less 60 mL. A 2-year controlled clinical trial has shown the efficacy of Thermobalancing therapy for men with BPH [14] . In this study we present some documents of the clinical trial and also the dynamics of the clinical symptoms in a man with the prostate volume over 60 mL, and also compare the natural treatment options for BPH.
Materials and Methods

Study design
The observational clinical controlled study was used. Enrolment began on April 2013 in the Department of Urology of the Yerevan State Medical University. The Ethics Committee of the Yerevan State Medical University has approved the clinical study on Thermobalancing therapy. Effectiveness of Thermobalancing therapy was studied by comparing men with BPH who received treatment with therapeutic device for 6-month with the control group on the watchful waiting stage. Dynamics of the symptoms and the indicators in each group were evaluated in comparison to their data in the beginning and end of the treatment.
Evaluation
The baseline evaluations included complete physical examination, medical history, DRE, serum biochemistry, and PSA measurements, electrolytes, urine and renal function tests. Evaluations were made at baseline and 6 months after the treatment. IPSS-QoL scored as follow: delighted = 0, pleased = 1, mostly satisfied = 2, about equally satisfied and dissatisfied = 3, mostly dissatisfied = 4, hopeless = 5 and poor = 6. PV was measured at baseline and at 6-month after the treatment by ultrasonography (US-9000E2 ultrasound scanner, Rising Medical Equipment Co. Ltd, Beijing, China) and uroflowmetry(maximum urinary flow rate -Q max , mL/ s) was used for the measurement of the rate of urine flow parameters (Sanuro2UL, Santron Meditronic, Maharashtra, India). The standard ellipsoid formula length × width × height × 0.52 was used to determine prostate volume.
Participants and interventions
226 men were examined in total from April 2013 to December 2014 in total. 124 patients were selected for the clinical trial. Inclusion criteria: Men were eligible for enrollment if they were over the age of 55, in the absence of acute prostatitis, at the level of Prostate-Specific Antigen (PSA) not more than 4 m.mol/ l, Q max higher than 5mL/ sec. It did not matter if they were treated at the time of enrollment with medicines. However, after the use of therapeutic device other treatments were cancelled gradually. Exclusion criteria: PV >60 ml, co-morbidities, such as diabetes, heart failure, cancer, etc.
Thus, 80 men were excluded, as their prostate volume was over 60 ml or they had severe co-morbidities; 10 preferred operation; 4 were suspected prostate cancer; 8didnot attend to the following examinations. In total: 102 patients with BPH were excluded from the clinical trial.
In this article we also have presented changes of the clinical symptoms and parameters in 3 men with PV >60 mL who used therapeutic device. Men in treatment-group after the screening Citation: Allen 
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Statistical analysis
Because Independent Samples t-Test and Pair Samples t-Test is only suitable for interval and ratio data, the Wilcoxon Signed-Ranks Test by using SPSS was conducted.
Results
Urinary symptoms and QoL
In the control group, the mean IPSS-UrS increased from 13.45 ± 3.254 to 14.35 ± 3.396, whereas in the treatment group the mean IPSS-UrS decreased from 14.33 ± 3.399 to 4.73 ± 2.754 at the end of the observation period. For the control group, the z value was 6.018 with a P value (P < 0.001). For the treatment group, the z value was 9.674 with a significance level (P <0.001). This indicates that the treatment with Therapeutic Device decreased the urinary symptoms significantly, while in absence of treatment the symptoms increased significantly.
In the control group, the mean IPSS-QoL increases from 3.43 ± 0.956 to 3.76 ± 0.983, whereas in the treatment group the mean IPSS-QoL decreases from 3.91 ± 0.755 to 1.39 ± 1.110. For the control group, the z value was 5.286 with a P value (P < 0.001). For the treatment group, the z value was 9.672 with a P value (P < 0.001). These results indicated that the treatment with Therapeutic device improved the QoL while in the control group the QoL worsened.
Prostate volume and Q max
In the control group the mean prostate volume increased from 45.54 to 50.85 mL, whereas in the treatment group the mean prostate volume decreased from 45.19 to 31.86 mL. For the control group, the z value is -8.727 at the significance level (P < 0.001). So there was a statistically significant increase in the prostate volume in the control group. For the treatment group, the z value is -9.669 at the significance level (P < 0.001). So the treatment with therapeutic device reduced the PV level significantly, whereas in the no treatment group the PV level increased.
In the control group, the mean Q max decreased from 7.95 ± 2.871 to 7.7 ± 2.695 mL/ s, where as in the treatment group the mean Q max increased from 8.10 ± 3.041 to 17.73 ± 4.392 mL/ s. For the control group, the z value was 1.929 and the P value .054 (> .05), indicating no statistically significant difference. For the treatment group, the z value is 9.621 at the significance level (P < 0.001), indicating a significant increase in the Q max . Therefore, our results demonstrate that the therapeutic device increased the uroflowmetry Q max significantly in BHP patients, whereas the control group had no significant difference in the uroflowmetry Q max .
The clinical symptoms and parameters in men with BPH, PV > 60 mL
These cases show the use of the therapeutic device for patients with BPH (PV > 60 mL) has led to improvement in IPSS, in both scores: urinary symptoms and QoL. Increased Q-max Enlarged Prostate and Improves Men's Quality of Life; New Opportunity in BPH Treatment. J Urol Nephrol Open Access 2(1): 1-6. DOI: 10.15226/2473-6430/2/1/00108
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Copyright: © 2016 Allen et al. drugs and prostate surgeries may be responsible for different side effects [15] . For instance, the case studies published by the Harvard Medical School confirm complications arising from two BPH drugs: tamsulosin (Flomax) which may suddenly make men become lightheaded or develop retrograde ejaculation, and terazosin (Hytrin) which can be responsible for the acute urinary retention [16] . Dr. Irwig has confirmed persistence of erectile dysfunction after discontinuation of treatment with Propecia (finasteride) that affects men's QoL. That is why a "watchful waiting" stage for BPH is recommended [17] .
Regarding a role of complementary and alternative therapies in BPH management the view is based on facts that a 2012 systematic review of 32 RCTs involving 5,666 men treated for four to 72 weeks demonstrated that saw palmetto did not reduce nocturia, peak urine flow, prostate size, or AUA-SI scores compared with placebo in men with BPH. Systematic reviews of pygeum, cernilton, and herbs containing beta sitosterols found that trials were limited by short duration, small sample size, and varied doses and preparations. There is no current evidence to support their use [18] .
As long-term BPH medications and herbal medicine don't protect men from the progress of BPH/ LUTS. Surgical treatment of prostate may also be accompanied serious complications. Thus, the results of a survey of sexually active men after three different laser surgeries from 2005 to 2010 concluded that these surgical techniques can have a negative impact on sexual function, and patients with normal preoperative sexuality are more at risk [19] .
That is why EAU Guidelines on the Treatment and Followup of Non-neurogenic Male Lower Urinary Tract Symptoms Including Benign Prostatic Obstruction suggests: Prostate surgery is indicated in men with absolute indications or drug treatmentresistant LUTS due to benign prostatic obstruction [20] .
Thermobalancing therapy can prevent the progress of BPH as it tackles its cause. In the last decade, the biological mechanism of BPH began to consider from the perspective of vascular dysfunction [21] , chronic ischemic tissue [22] , and increasing the pressure in the prostate gland [23] . The use of therapeutic device targets all aforementioned issues: capillaries, ischemia and the increased pressure, and that is why it is effective.
Thermobalancing therapy is entirely different than common heating treatments because it regulates the affected organ's temperature locally, maintaining it within the normal body temperature range. All other treatments with imposed heat can be damaging, because the high temperatures destroy delicate cells of the already stressed organ. For example, any temperature above 104 Fahrenheit (or 40°C) can result in the death of the living organism. On the other side, low temperatures decrease cellular metabolism and, as a result, interfere with natural replenishment and healing.
Therapeutic device applies the thermo element topically tightly to the skin in the projection prostate that it overcomes the skin barrier spreading energy inside the body [24] . One may suggest that similar treatments have been available on the after treatment was observed. The PV level decreased. However, at the end of the therapy the PV level was still high in these patients, 52 mL, 70 mL and 90 mL accordingly; therefore they were recommended to continue Thermobalancing therapy.
Outcome measures
Primary end points were the reduction of the IPSS and the increase of Q max at 6-month after treatment. Secondary end points were the reduction of PV, and changes in QoL at 6 months after treatment.
Discussion
This study results revealed that topical treatment for BPH/ LUTS was able to decrease IPSS and improve QoL significantly, reduce the PV level and increase the Q max . The large size of a prostate did not show to be obstruction for the use of therapeutic device, while for men with Q max less 5 mL/ s were suggested surgical procedures. However, if for men with PV less than 60 mL the 6-month treatment period can be recommended, for men with larger prostate this time should be extended. The positive outcomes of this study indicate that Thermobalancing therapy is effective.
Widely used BPH medications cannot reach prostate and provide symptomatically relief in its acute stage. Moreover BPH market for a long time (e.g. wool or synthetic fabric clothes) and that many patients with chronic pain wear such devices for a long time. This is not the case; however, as no other treatment method and material have been able to overcome the skin barrier delicately and precisely.
Thermobalancing therapy is the only external non-invasive treatment that targets pathological nidus continuously for a prolonged period of time, i.e., for days, months or even years, maintaining the accumulated body temperature in the project of a prostate [25] . We believe that the use of therapeutic device by keeping the temperature in the projection of the prostate gland acts on micro-focus of hypothermia and ischemia in it, removing the vicious cycle of spontaneous growth of capillaries in response to a trigger, micro-hypothermia, thereby reducing PV and relieving the BPH symptoms.
Conclusions
For the first time in the medical practice a natural topical treatment has been used for BPH/ LUTS. The results of the clinical trial have shown that Thermobalancing therapy enabled by therapeutic device provides effective and safe therapy improving men's QoL. This study has shown PV reduces despite of its initial size and the time period of using the device depends on PV, the larger prostate needs more time. Thus, we need more studies in order to establish correlation between PV and "time period of use the device". This study also suggests that Thermobalancing therapy, enabled by therapeutic device, can be offered to patients with BPH/ LUTS as a new effective treatment option without side effects.
Safety and costs
Patients feel no side effects during the clinical trial. Besides all of this, the important factor is the low price of a new treatment compared to the cost of the standard treatment options.
